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DETAILED ACTION 

Claims 1-7 and 9- 19 remain rejected under the same references disclosed in the 
Office Action mailed April 5, 2005. The Examiner has given full consideration to the 
Applicant's response filed on July 5, 2005. However, Applicant's arguments and 
amendments are not persuasive and do not overcome the original rejection. 

Examiner has alleged a prima facie case of anticipation with respect to claims 5- 
13 and Examiner cites Faltys (US 6,157,861, hereinafter "Faltys"). Claims 1-4 and 14- 
19 are not patentable over Maltan (US 6,415,185, hereinafter "Maltan") in view of Faltys. 

Examiner has cited areas of Faltys that teach a step applying an amplitude 
modulated pulse train at a known intensity level and having a rate that mimics live 
speech. 

Examiner has pointed to the specific sites in Maltan and Faltys that they be 
combined in the manner suggested. With this suggestion, it would have been obvious 
to one of ordinary skill in the art to combine the teachings of Maltan with the EMG of 
Faltys for the purpose of using the remembered intensities for each group of electrode 
contacts as parameter settings for controlling the intensity of electrical stimuli thereafter 
applied through the electrode contacts by the implant system. Further, examiner has 
pointed out that Maltan expressly teaches the use of techniques for objectively setting 
stimulation parameters involving the use of special electrodes and/or circuitry adapted 
to sense the stapedius reflex. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 5-13 stand rejected under 35 U.S.C. §1 02(b) as being anticipated by 
Faltys. Faltys is considered to disclose: 

a method for fitting a cochlear implant system to a patient, the cochlear implant 
system having a multiplicity of electrode contacts and means for delivering electrical 
stimuli to a selected electrode contact or a selected group of electrode contacts (see 
col. 4, In. 60-65, Faltys). The disclosed method of determining a suitable range of 
stimulus intensity for an implantable cochlear stimulator (ICS) is considered to anticipate 
the claimed method of fitting a cochlear implant system to a patient because both refer 
to the process of determining and setting the amplitude or intensity of stimuli generated 
by the ICS to a level or setting that is effective for the patient. 

With reference to claims 8-10, Faltys teaches a step applying an amplitude 
modulated pulse train at a known intensity level and having a rate that mimics live 
speech (see col. 1, In. 50-65, Faltys). 

Referring to claims 11-13, Faltys teaches a method of visually observing the 
stapedial reflex and measuring change in the impedance of the tympanic membrane 
(see col. 4, In. 20-25, Faltys). The disclosed self-adjusting ICS measure change by 
using specialized electrodes near the tympani muscle or stapedius. 
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Claim Rejections • 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-4 and 14-19 stand rejected under 35 U.S.C. §1 03(a) as being 
unpatentable over Maltan in view of Faltys. Maltan is considered to disclose: 

a cochlear implant system comprising a multiplicity of electrode contacts; means 
for applying electrical stimuli of a known intensity level to each of the defined groups of 
electrode contacts (see col. 2, In. 45-55, Maltan). Maltan discloses a cochlear implant 
device with permanently implanted electrodes connected to the cochlear device (see 
col. 2, In. 25-26, Maltan). The disclosed electrode contacts are considered to anticipate 
the claimed contacts because both are capable of receiving an electrical stimulus of 
known intensity. 

Maltan is considered to disclose the claimed invention as discussed above 
except for the means for observing a stapedial reflex criteria of a patient within whom 
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the cochlear implant system is adapted to be implanted; means for adjusting the 
intensity of the electrical stimuli applied to each group of electrode contacts until a 
stapedial reflex criteria of the patient is observed. However, Faltys is considered to 
teach the claimed means for observing the stapedial reflex criteria (see col. 6, In. 64-67, 
Faltys). It would have been obvious to one of ordinary skill in the art to combine the 
teachings of Maltan with the considered impedance bridge configuration teaching found 
in Faltys for the purpose of observing and adjusting the stapedial reflex. 

Also, Maltan fails to teach the claimed means for remembering the intensity level 
of the electrical stimuli that produced the stapedial reflex for each group of electrode 
contacts. However, Faltys is considered to teach this remembering means (see col. 3, 
In. 45-55, Faltys). It would have been obvious to one of ordinary skill in the art to 
combine the teachings of Maltan with the EMG of Faltys for the purpose of using the 
remembered intensities for each group of electrode contacts as parameter settings for 
controlling the intensity of electrical stimuli thereafter applied through the electrode 
contacts by the implant system. 

Claims 2-4 stand rejected under 35 U.S.C. §1 03(a) as being unpatentable over 
Maltan in view of Faltys. Maltan is considered to disclose the claimed invention as 
discussed above except for the claimed method of modulating the amplitude of the 
pulse trains of the electrical stimuli. However, Faltys is considered to disclose this 
method as exemplified in the adjustment of the base amplitude or intensity of the 
various stimuli generated by the ICS from the factory settings to values comfortable for 
the patient (see col. 1, In. 50-55, Faltys). It would have been obvious to one of ordinary 
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skill in the art to combine the teachings of Maltan with the adjustment of amplitudes as 
taught in Faltys for the purpose of obtaining the advantages of using modulated 
electrical stimuli. 

With reference to claims 15-19, Faltys is considered to disclose the criteria for 
observing stapedial reflex as they relate to the cochlear implant system (see col. 4, In. 
20-25, Faltys). It would have been obvious to one of ordinary skill in the art to combine 
the teachings of Maltan with the criteria of Faltys for the purpose of visually observing 
the stapedial reflex and measuring change in the impedance of the tympanic 
membrane. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dana D. Greene whose telephone number is (571) 272- 
7138. The examiner can normally be reached on M-F 9-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-7138. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Dana D. Greene 





